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DETAILED ACTION 

Claims 1-18 and 20-25, as amended by Applicant on April 7, 2008, are pending. 

Election/Restrictions 
Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which are 
not so linked as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to elect a 
single invention to which the claims must be restricted. 

Group I, claim(s) 1-17 and 20, drawn to compounds of the formula X-B 1 B 2 B 3 B 4 -Z and 
pharmaceutical compositions, thereof. 

Group II-XXXIV, claim(s) 18, drawn to precursor compounds useful as intermediates in 
chemical synthesis, where each compound recited is a separate invention. 

Group XXXV-XLVII, claim(s) 21 and 22, drawn to methods of treating diseases, where each 
disease: fibrosis, benign prostatic hyperplasia, atherosclerosis, restenosis, breast cancer, colon 
cancer, pancreas cancer, prostate cancer, lung cancer, small cell lung carcinoma, ovarian cancer, 
epidermal cancer, and hematopoietic cancer, is a separate invention. 

Claims 23-25 link(s) inventions XXXV-XLVII. The restriction requirement between the 

linked inventions is subject to the nonallowance of the linking claim(s), claims 23, 24 or 25, 

with respect to the receptor type- somatostatin, bombesin or LHRH type and its association with 

each disease. Upon the indication of allowability of the linking claim(s), the restriction 

requirement as to the linked inventions shall be withdrawn and any claim(s) depending from or 

otherwise requiring all the limitations of the allowable linking claim(s) will be rejoined and fully 

examined for patentability in accordance with 37 CFR 1.104 Claims that require all the 

limitations of an allowable linking claim will be entered as a matter of right if the amendment 

is presented prior to final rejection or allowance, whichever is earlier. Amendments submitted 
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after final rejection are governed by 37 CFR 1.116; amendments submitted after allowance are 
governed by 37 CFR 1.312. 

Applicant(s) are advised that if any claim presented in a continuation or divisional 
application is anticipated by, or includes all the limitations of, the allowable linking claim, such 
claim may be subject to provisional statutory and/or nonstatutory double patenting rejections 
over the claims of the instant application. Where a restriction requirement is withdrawn, the 
provisions of 35 U.S.C. 121 are no longer applicable. In re Ziegler, 443 F.2d 1211, 1215, 170 
USPQ 129, 131-32 (CCPA 1971). See also MPEP § 804.01. 

The inventions listed as Groups I-XLVII do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: 

According to PCT Rule 13.2, unity of invention exists only when the shared or 
corresponding technical feature is a contribution over the prior art. FUSELIER (IDS, 1 1/18/05; 
reference U) teaches carnptotheoin conjugates through BINAR linking groups to somatostatin 
analogs PENTETREOTIDE. Fuselier teaches that conjugate 2 was administered to nude mice 
bearing NCI-H69 transplanted small cell lung carcinomas (page 802). 

Similarly, WO 97/19954 Al (IDS 11/18/05; reference O) teaches doxorubicin, and 
anthtracycline compounds conjugated to an LHRH analog, a somatostatin analog, or a bombesin 
analog through a -C(0)-alkyl-C(0)- linker moiety and pharmaceutical compositions (claims 1- 
32) and a method of treating cancer (and the use of the compounds in treating tumors) via 
administration of said compounds (claims 33-36). 

Thus, the technical feature is not a contribution over the art and the claims lack unity. 
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This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so 
linked as to form a single general inventive concept under PCT Rule 13.1. 

The species are the individually recited compounds of claims 14-17, too numerous to 
recite individually. 

Applicant is required, in reply to this action, to elect a single species to which the claims 
shall be restricted if no generic claim is finally held to be allowable. The reply must also identify 
the claims readable on the elected species, including any claims subsequently added. An 
argument that a claim is allowable or that all claims are generic is considered non-responsive 
unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. MPEP 
§ 809.02(a). 

The claims are deemed to correspond to the species listed above in the following manner: 
Claims 1-13 and 21-25 are generic to the species of claims 14-17. 

The species listed above do not relate to a single general inventive concept under 
PCT Rule 13.1 because, under PCT Rule 13.2, the species lack the same or corresponding 
special technical features for the following reasons: 

As discussed above, species readable upon the generic formula (I) are not a contribution 
over the art, e.g. WO 97/19954 Al, and thus the species lack unity. 
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Further, Annex B, Part 1(f) of the Administrative Instructions under PCT states that, 
"wherein a single claim defines alternatives (chemical or non-chemical). . .the requirement of a 
technical interrelationship and the same or corresponding special technical features as defined in 
Rule 13.2, shall be considered to be met when the alternatives are of a similar nature." 

The alternatives must comply with subsections (i)(A) and one of either (i)(B)(l) or 
(i)(B)(2), which requires that, "all alternatives have a common property or activity" and "a 
common structure is present, i.e., a significant structural element is shared by all of the 
alternatives" (B)(1) or "in cases where the common structure cannot be the unifying criteria, all 
alternatives belong to a recognized class of chemical compounds in the art to which the invention 
pertains."(B)(2). 

In the instant case, the compounds fail to satisfy requirement (A), as they are targeted 
towards three different receptors- somatostatin, bombesin and LHRH, thus the compounds do not 
have the same activity/function. Further, the claim fails to satisfy either (B)(1) or (B)(2). The 
independent claim recites no structure, and dependent claims recite only structure of one of the 
various components independent of the other components of the compound, thus failing to meet 
the requirements of (B)(1). 

Further, in looking to subsection (f)(iii), it is stated that 'recognized class of chemical 
compounds' means that, "there is an expectation from the knowledge in the art that members of 
the class will behave in the same way in the context of the claimed invention. In other words, 
each member could be substituted one for the other, with the expectation that the same intended 
result would be achieved." One of skill in the art would not recognize these divergent 
compounds, or other compounds asserted to have said activity/function, as required, to function 
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in the context of the instantly claimed invention. Thus, the claim fails to meet the requirement of 
(B)(2). 

Applicant is advised that the reply to this requirement to be complete must include (i) an 
election of a species or invention to be examined even though the requirement may be traversed 
(37 CFR 1.143) and (ii) identification of the claims encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 
preserve a right to petition, the election must be made with traverse. If the reply does not 
distinctly and specifically point out supposed errors in the restriction requirement, the election 
shall be treated as an election without traverse. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

The examiner has required restriction between product and process claims. Where 
applicant elects claims directed to the product, and the product claims are subsequently found 
allowable, withdrawn process claims that depend from or otherwise require all the limitations of 
the allowable product claim will be considered for rejoinder. All claims directed to a nonelected 
process invention must require all the limitations of an allowable product claim for that process 
invention to be rejoined. 

In the event of rejoinder, the requirement for restriction between the product claims and 
the rejoined process claims will be withdrawn, and the rejoined process claims will be fully 



Application/Control Number: 10/554,240 Page 7 

Art Unit: 1654 

examined for patentability in accordance with 37 CFR 1.104. Thus, to be allowable, the rejoined 
claims must meet all criteria for patentability including the requirements of 35 U.S.C. 101, 102, 
103 and 112. Until all claims to the elected product are found allowable, an otherwise proper 
restriction requirement between product claims and process claims may be maintained. 
Withdrawn process claims that are not commensurate in scope with an allowable product claim 
will not be rejoined. See MPEP § 821.04(b). Additionally, in order to retain the right to rejoinder 
in accordance with the above policy, applicant is advised that the process claims should be 
amended during prosecution to require the limitations of the product claims. Failure to do so 
may result in a loss of the right to rejoinder. Further, note that the prohibition against double 
patenting rejections of 35 U.S.C. 121 does not apply where the restriction requirement is 
withdrawn by the examiner before the patent issues. See MPEP § 804.01 . 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ANDREW D. KOSAR whose telephone number is (571)272- 
0913. The examiner can normally be reached on Monday - Friday 08:00 - 16:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia J. Tsang can be reached on (571)272-0562. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/554,240 Page 8 

Art Unit: 1654 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Andrew D Kosar/ 

Primary Examiner, Art Unit 1654 



